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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Public  Health  Service 

42  CFR  Parts  122  and  123 

Health  Systems  Agencies  and  State 
Health  Planning  and  Development 
Agencies;  Certificate  of  Need  Reviews 

agency:  Public  Health  Service,  HEW. 
action:  Notice  Regarding  Certificate  of 
Need  Programs. 

SUMMARY:  This  Notice  sets  forth 
advance  information  regarding 
amendments  to  the  regulations 
governing  certificate  of  need  reviews  by 
health  systems  agencies  and  State 
health  planning  and  development 
agencies.  This  Notice  is  intended  to 
provide  early  guidance  to  States  prior  to 
publication  of  interim  final  regulations 
implementing  the  amendments  to 
certificate  of  need  provisions  of  the 
Public  Health  Service  Act  made  by  the 
Health  Planning  and  Resources 
Development  Amendments  of  1979  (Pub. 
L  96-79).  This  early  guidance  will  assist 
the  States  in  begiiming  to  revise  their 
certificate  of  need  laws.  Under  the 
amended  provisions  of  the  Public  Health 
Service  Act,  the  planning  agencies  are 
required  to  review  and  determine  the 
need  for  proposed  capital  expenditures, 
institutional  health  services  and  major 
medical  equipment.  The  Secretary 
intends  to  publish  these  interim  final 
regulations  within  a  few  weeks. 
Following  consideration  of  comments 
which  will  be  solicited  with  regard  to 
the  interim  regulations,  the  Secretary 
will  publish  an  analysis  of  the  comments 
and  wilt  revise  those  regulations  as 
appropriate. 

FOR  FURTHER  INFORMATION  CONTACT: 

Carol  M.  Larson,  Chief,  Certification 
Programs  Branch,  Division  of  Regulatory 
Activities,  Bureau  of  Health  Planning, 
3700  East-West  Highway,  Room  6-50, 
Hyattsville,  Maryland  20782,  (301)  436- 
6140. 

SUPPLEMENTARY  INFORMATION:  The 

present  regulations  governing  certificate 
of  need  programs  must  be  revised  to 
implement  recent  changes  in  Title  XV  of 
the  Public  Health  Service  Act  (“the 
Act”)  that  affect  the  requirements  for 
those  programs.  These  changes  were 
enacted  by  the  Health  Planning  and 
Resources  Development  Amendments  of 
1979  (Pub.  L.  96-79).  The  Secretary  of 
Health,  Education,  and  Welfare  intends 
to  develop  the  interim  final  regulations 
governing  State  certificate  of  need 
programs  (42  CFR  122.301  et  seq.  and 


123.401  et  seq.,  44  FR  19315-26)  as 
indicated  in  this  Notice. 

As  amended,  the  Act  requires  that 
each  State  health  planning  and 
development  agency  (State  Agency) 
administer  a  certificate  of  need  program 
which  applies  to  (1)  the  obligation  of 
capital  expenditures  by  or  on  behalf  of  a 
health  care  facility,  (2)  the  offering  of 
new  institutional  health  services 
provided  through  a  health  care  facility, 
and  (3)  the  acquisition  of  major  medical 
equipment. 

Certain  health  maintenance 
organizations  (HMDs),  combinations  of 
HMOs,  and  health  care  facilities 
controlled  or  leased  by  HMOs  may 
obtain  exemptions  from  review  of 
specific  proposals.  In  addition,  the  Act 
now  provides  for  a  limited  review  of 
proposals  to  eliminate  safety  hazards 
and  to  comply  with  accreditation  and 
State  licensure  standards.  See  generally 
section  1527  of  the  Act,  added  by 
section  117(a)  of  Pub.  L.  96-79.  Pub.  L. 
96-79  also  revised  the  procedural 
requirements  and  the  criteria  applicable 
to  certificate  of  need  reviews. 

The  Secretary  has  decided  to  publish 
this  information,  prior  to  publication  of 
interim  regulations,  in  order  to  provide 
immediate  assistance  to  State 
legislatures  in  their  development  of 
certificate  of  need  legislation.  Because 
many  legislatures  are  currently  in 
session  and  have  a  limited  period  of 
time  during  which  new  legislation  may 
be  introduced,  the  Secretary  is  providing 
this  guidance  to  States  at  this  time. 
Therefore,  the  Secretary  suggests  that 
State  legislatures  begin  to  develop  (or 
revise)  dieir  certificate  of  need 
legislation  on  the  basis  of  the  statutory 
language  of  Pub.  L  96-79  and  the 
material  provided  in  this  Notice, 
pending  issuance  of  the  interim 
regulations. 

Interim  final  certificate  of  need 
regulations  will  be  published  within  a 
few  weeks.  Although  these  interim 
regulations  will  be  effective  upmn 
publication,  the  Secretary  will  invite 
comment  on  them  and  will  consider 
those  comments  in  deciding  whether  to 
revise  the  interim  regulations.  Interim 
final  rules,  rather  than  proposed  rules, 
are  being  published  in  order  (1)  to 
provide  States  with  a  definitive 
statement  of  the  Federal  requirements 
on  which  they  may  rely  in  developing  or 
revising  their  certificate  of  need 
programs  and  (2)  to  meet  the 
requirement  contained  in  section  117(d) 
of  Pub.  L  96-79  that  the  Secretary 
publish  certificate  of  need  regulations 
by  April  1, 1980.  • 

State  Agencies  are  required  to 
administer  satisfactory  certificate  of 
need  programs  in  order  to  be  fully 


designated  under  section  1521(b)(3)  of 
the  Act.  The  State’s  continued  eligibility 
for  certain  Federal  health  funding 
depends  on  there  being  a  fully 
designated  State  Agency  by  a  date 
determined  by  the  State’s  legislative 
schedule.  This  date,  hereafter  referred  to 
as  the  “effective  date,”  is  for  most 
States  one  year  after  the  start  of  the  first 
legislative  session  which  begins  after 
Octobers,  1979,  so  that  this  effective 
date  may  be  as  early  as  January  1981. 

To  be  eligible  for  full  designation  in 
the  first  year  after  a  State’s  effective 
date,  the  State  will  be  required  to 
comply  with  the  interim  regulations.  The 
State  will  be  given  a  reasonable  period 
of  time  to  comply  with  any  changes 
made  to  those  regulations  resulting  from 
public  comments.  There  have  been,  over 
time,  several  statutory  and  regulatory 
amendments  modifying  the  requirements 
for  satisfactory  certificate  of  need 
programs,  each  amendment  with  its  own 
effective  dates.  Because  of  the  confusion 
which  this  may  engender,  the  Secretary 
has  attached  to  this  document  an 
appendix  (Appendix  I)  which  describes 
each  set  of  requirements,  discusses  how 
they  are  related  to  each  other,  and 
explains  how  these  requirements  relate 
to  requirements  for  designation  of  State 
Agencies  under  section  1521  of  the  Act. 

The  Secretary  has  identified  several 
areas  in  which  the  present  regulations 
will' be  changed  to  conform  to  the 
amendments  to  the  Act.  The  major 
changes  to  be  made  are  discussed 
below.  For  those  amendments  identified 
in  the  appended  annotated  statute 
(Appendix  II)  which  are  not  discussed 
below,  the  Secretary  intends  to  follow 
the  substance  of  the  statutory  provisions 
in  regulation  without  expanding  on  their 
scope. 

1.  Scope  of  Certificate  of  Need  Review 
Programs 

A.  Major  Medical  Equipment.  Section 
1527  specifies  that  a  certificate  of  need 
is  required  for  the  acquisition  of  major 
medical  equipment  that  will  be  owned 
by  or  located  in  a  health  care  facility.  In 
addition,  any  person  who  acquires 
major  medical  equipment  that  will  not 
be  owned  by  or  located  in  a  health  care 
facility  must  notify  the  State  Agency  of 
an  intent  to  acquire  the  equipment  and 
the  use  to  be  made  of  it.  A  certificate  of 
need  is  also  required  for  the  acquisition 
of  major  medical  equipment  not  owned 
by  or  located  in  a  health  care  facility  (1) 
if  the  State  Agency  finds  within  thirty 
days  of  the  date  it  receives  this  notice 
that  the  equipment  will  be  used  to 
provide  services  for  inpatients  of  a 
hospital  or  (2)  if  the  person  fails  to 
submit  the  required  notice,  regardless  of 
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the  purpose  for  which  the  equipment  is 
used.  See  section  1527(a)  (1)  and  (e). 

Section  1531(7)  of  the  Act  defines 
“major  medical  equipment”  as  medical 
equipment  which  is  used  to  provide 
medical  and  other  health  services  and 
which  costs  in  excess  of  $150,000.  The 
term  does  not  include  medical 
equipment  acquired  by  or  on  behalf  of  a 
clinical  laboratory  if  the  laboratory  (1)  is 
independent  of  a  physician’s  office  and 
a  hospital  and  (2)  meets  certain 
requirements  under  Title  XVIII  of  the 
Social  Security  Act 

The  Act  as  amended  limits  a  State’s 
authority  to  expand  coverage  of  major 
medical  equipment  not  owned  by  or 
located  in  a  health  care  facility  beyond 
the  minimum  Federal  statutory 
requirements.  A  State  may  not  change 
its  certificate  of  need  program  after 
September  30, 1982,  to  indude 
additional  requirements  for  coverage  of 
this  equipment  (See  section 
1527(e)(1)(B).)  Any  State  which  acts 
before  that  date  to  expand  coverage  of 
this  equipment  however,  may  have  its 
expanded  coverage  continue  in  effect. 

The  Secretaiy  intends  to  specify  in 
regulations  that  the  acquisition  of  major 
medical  equipment  not  owned  by  or 
located  in  a  health  care  facility  will  not 
be  subject  to  review  if  the  equipment 
will  be  used  to  provide  services  to 
inpatients  of  a  hospital  only  on  an 
“occasional  and  irregular”  basis.  This 
approach  recognizes  that  extraordinary 
circumstances  could  arise  which  would 
require  that  major  medical  equipment 
originally  acquired  without  the  intent  of 
providing  services  to  iiqmtients  of  a 
hospital  be  diverted  for  a  period  of  time 
to  provide  services  for  inpatients  of  a 
hospital.  These  circumstances  may  arise 
as  a  result  of  natural  disasters,  major 
accidents,  or  equipment  failures.  Other 
situations  in  which  use  of  the  equipment 
is  both  occasional  and  irregular  might 
also  satisfy  this  requirement  'This 
approach  permits  the  use  of  equipment 
for  inpatients'  under  these  circumstances 
without  requiring  prior  certificate  of 
need  approval. 

B.  Health  Service.  Additions  and 
terminations  of  health  services  must  in 
certain  cases  be  reviewed  under  a 
State’s  certificate  of  need  program.  In 
general,  (1)  the  addition  of  a  new  service 
must  be  reviewed  if  it  constitutes  the 
offering  of  a  new  “institutional  health 
service”  as  defined  by  section  1531(5); 
and  (2)  a  capital  expenditure  must  be 
reviewed  if  it  “substantially  changes  the 
services  of  a  facility”  (see  section 
1531(6)(B)(ii)(m)). 

Section  1531(5)  defines  an 
“institutional  health  service”  as  a  health 
service  which  is  provided  through  a 
health  care  facility  and  which  entails  an 


annual  operating  cost  of  at  least  $75,000 
(vidiich  figure  is  subject  to  adjustment  on 
a  yearly  basis).  The  Secretary  intends  to 
define  a  “health  service”  as  a  clinically 
related  (i.e.,  diagnostic,  treatment  or 
rehabilitafive)  service.  In  addition,  the 
offering  of  a  new  institutional  health 
service  would  mean  the  addition  of  a 
health  service  not  provided  through  the 
facility  within  the  previous  twelve 
months.  Because  administrative  services 
and  other  non-clinical  services  are  not 
“health  services,”  the  offering  of  these 
non-clinically  related  services  would  not 
be  required  to  be  subject  to  review  as  an 
“institutional  health  service”  under 
section  1527(a)(1)(A).  Capital 
expenditures  for  non-clinical  purposes, 
however,  may  be  reviewable  under  a  _ 
different  review  threshold  as  a  capital 
expendibire  in  excess  of  $150,000  (see 
section  D  below). 

The  Secretary  intends  to  define  a 
capital  expenditure  which  “substantially 
changes  the  services  of  a  facility”  as  any 
capital  expenditure  which  results  in  the 
addition  of  a  clinically  related  service 
not  provided  through  the  facility  within 
the  previous  twelve  months,  or  the 
termination  of  a  service  which  had 
previously  been  provided  through  the 
facility. 

In  summary,  the  required  certificate  of 
need  coverage  of  health  services  would 
be  as  follows: 

(a)  The  addition  of  a  health  service 
must  be  subject  to  review  if  it  involves 
either  a  capital  expenditure  (in  any 
amoimt)  or  entails  an  annual  operating 
cost  of  at  least  $75,000. 

(b)  The  termination  of  a  health  service 
must  be  subject  tp  review  if  it  involves  a 
capital  expenditure  (in  any  amount). 

A  State  may,  of  course,  impose 
stricter  coverage  requirements  and 
subject  a  health  service  to  certificate  of 
need  review  regardless  of  whether  it 
involves  a  capital  expenditure  or  an 
annual  operating  cost  of  at  least  $75,000. 
In  additioa  a  State  may  broaden  its 
definition  of  health  service  to  include 
non-clinically  related  services. 

C.  Bed  Capacity.  The  Act  as  amended 
specifies  that  any  capital  expenditure 
which  “substantially  changes  the  bed 
capacity”  of  a  health  care  facility  is 
subject  to  certificate  of  need  review. 

(See  section  1531(6)(B)(ii)(II).)  The 
Secretary  intends  to  define  a  capital 
expenditiire  which  “substantially 
changes  the  bed  capacity”  of  a  facility 
as  a  capital  expenditure  which  increases 
or  decreases  the  total  number  of  beds 
(or  distributes  beds  among  various 
categories,  or  relocates  beds  fit)m  one 
physical  facility  or  site  to  another)  by 
ten  beds  or  ten  percent.  This  definition 
would  retain  the  existing  requirement  of 
42  CFR  123.404(a)(3)  that  increases  of 


more  than  ten  beds  or  ten  percent, 
whichever  is  less,  over  a  two-year 
period,  must  be  reviewed,  and  would 
use  the  same  standard  of  ten  beds  or  ten 
percent  for  bed  decreases. 

D.  Capital  Expenditures  That  Exceed 
$150,000.  Capital  expenditures  that 
exceed  $150,000  (which  figure  is  subject 
to  adjustment  on  an  annual  basis)  made 
by  or  on  behalf  of  a  health  care  facility 
are  included  within  the  definition  of 
“capital  expenditure”  under  section 
1531(6)  and  must  be  subject  to  review 
under  a  State’s  certificate  of  need 
program. 

E.  Acquisitions,  Leases  and 
Donations.  A  State  may  choose  not  to 
cover  the  acquisition  of  a  health  care 
facility  as  a  “capital  expenditure”  under 
certain  circiimstances.  (See  section 
1527(d).)  A  person  must,  however,  notify 
the  State  Agency  of  an  intent  to  enter 
into  a  contract  to  acquire  the  facility.  A 
notice  of  intent  must  be  in  writing  and 
must  be  provided  at  least  30  days  before 
contractual  arrangements  are  entered 
into  to  acquire  the  facility.  The  proposed 
acquisition  is  not  required  to  be  subject 
to  review  unless  the  State  Agency  finds 
within  thirty  days  that  the  acquisition 
will  result  in  a  change  in  the  services  or 
bed  capacity  of  the  facility  to  be 
acquired.  'The  Secretary  intends  to 
require  each  State  Agency  (in 
accordance  with  the  provisions  of 
sections  1527(d)  and  (e))  to  establish 
procedures  for  submission  of  the  notice 
of  intent,  but  to  allow  each  State  the 
discretion  as  to  what  information  must 
be  submitted  in  the  notice  of  intent.  The 
Secretary  notes  that  States  may,  if  they 
choose,  cover  additional  (or  all) 
acquisitions  of  health  care  facilities,  in 
which  case  a  notice  of  intent  would  not 
be  required.  In  addition,  capital 
expenditures  for  acquisitions  of  health 
care  facilities  are  reviewable  under 
section  1122  of  the  Social  Security  Act  in 
States  that  participate  in  the  section 
1122  pro^am. 

*1110  Act  now  provides  that  under 
certain  circumstances  States  are 
required  to  review  leases  or  comparable 
arrangements  and  donations.  Section 
1527(e)(3)  states  that  leases  of  major 
medical  equipment  shall  be  considered 
acquisitions  of  such  equipment.  In 
addition,  leases  or  comparable 
arrangements  and  donations  are 
included  under  section  1531(6)  within 
the  definition  of  “capital  expenditure.” 
The  same  provision  for  not  covering  the 
acquisition  of  existing  facilities, 
mentioned  in  this  section  applies  to  the 
lease  of  those  facilities,  although  States 
may  impose  broader  coverage 
requirements. 

F.  Commitments  for  Financing. 

Section  1527(a)  requires  that  a 
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certiHcate  of  need  be  obtained  before 
capital  expenditures  are  “obligated.” 
The  Secretary  intends  to  include  within 
the  definition  of  “obligation” 
commitments  for  financing.  Thus,  a 
person  would  be  required  to  obtain  a 
certiHcate  of  need  before  making  a 
commitment  for  the  financing  of  the 
project. 

2.  DeRnition  of  Health  Care  Facilities 

To  be  reviewable,  “capital 
expenditures”  must  be  made  by  or  on 
behalf  of  health  care  facilities.  Similarly, 
“institutional  health  services”  are 
reviewable  if  they  are  provided  through 
health  care  facilities,  llie  Secretary 
intends  to  deHne  “health  care  facilities” 
to  mean  public  and  private  hospitals, 
rehabilitation  facilities,  intermediate 
care  facilities  and  skilled  nursing 
facilities,  ambulatory  surgical  facilities, 
and  kidney  disease  treatment  centers. 
This  definition  provides  the  same 
coverage  as  the  definition  of  health  care 
facility  currently  used  in  the  certificate 
of  need  regulations.  States  may  review 
proposals  by  other  facilities  if  they  wish 
to  do  so. 

3.  Health  Maintenance  Organizations 
(HMOs) 

A.  Limited  Coverage.  Under  section 
1527(a),  a  certificate  of  need  program 
must  provide  for  the  review  and 
determination  of  need  for  major  medical 
equipment,  institutional  health  services, 
and  capital  expenditures.  With  respect 
to  certain  HMOs  and  certain  HMO 
facilities,  section  1527(b)  limits  this 
coverage  and  section  1527(b)(1)  states 
conditions  which,  if  met,  requires  the 
State  to  exempt  a  project  fi'om  review. 
Set  forth  below  is  a  discussion  of  review 
requirements  which  apply  to  exempt 
and  nonexempt  projects,  respectively. 
Under  section  1527(b)(4),  a  State  may 
not  require  the  review  of  outpatient 
services  or  the  obligation  of  a  capital 
expenditiue  for  outpatient  services  of  an 
HMO  or  an  ambulatory  care  facility  or 
health  care  facility  controlled,  directly 
or  indirectly,  by  an  HMO  or 
combination  of  HMOs. 

B.  Exempt  Projects  of  HMOs.  States 
are  required  to  provide  an  exemption 
from  required  coverage  under  certificate 
of  need  for  HMOs  and  HMO-related 
facilities  which  meet  certain 
requirements.  These  requirements  for  an 
exemption  are  identified  in  section 
1527(b)(1)  of  the  Act.  To  be  exempt  fi'om 
review,  the  HMO,  combination  of 
HMOs,  or  health  care  facility  meeting 
the  requirements  specified  in  the  statute 
must  submit  an  application  for  an 
exemption  to  the  State  Agency  before 
the  proposed  offering,  obligation,  or 
expenditvu'e  is  made.  After  reviewing 


the  application,  the  State  Agency  must 
determine  whether  the  requirements  for 
an  exemption  have  been  met,  and  if  they 
have,  must  exempt  the  project  from 
review. 

C.  Nonexempt  Projects  of  HMOs. 

With  respect  to  HMO  projects  that  are 
not  exempt  under  section  1527(b),  the 
Secretary  intends  to  require  that  States 
make  subject  to  certificate  of  need 
coverage;  (1)  The  offering  of  inpatient 
institutional  health  services;  (2)  to  the 
extent  required  in  section  1527(e),  the 
acquisition  of  major  medical  equipment; 
and  (3)  the  obligation  of  capital 
expenditures  by  or  on  behalf  of  an 
inpatient  health  care  facility.  In  a  review 
of  these  activities,  the  State  would  be 
required  to  employ  specific  criteria 
applicable  to  HMOs,  to  be  prescribed  by 
the  Secretary  as  required  by  section 
1527(b)(5).  In  this  regard,  the  Secretary 
intends  that  the  criteria  be  those 
specified  in  §  123.409(a)(10)  (i)  and  (ii)  of 
the  present  certificate  of  need 
regulations.  State  Agencies  may  not  use 
other  criteria  not  authorized  by  the 
certificate  of  need  regulations  in 
reviewing  applications  by  HMOs.  As 
mentioned  earlier,  after  September  30, 
1982,  States  may  not  enact  legislation  to 
cover  the  review  of  the  acquisition  of 
major  medical  equipment  which  is  (1) 
not  owned  by  or  located  in  a  health  care 
facility  and  (2)  not  used  to  provide 
services  to  inpatients  of  a  hospital. . 

4.  Special  Review  of  Certain 
Applications 

Section  1527(c)  specifies  that  if  an 
application  for  a  certificate  of  need  for  a 
capital  expenditure  is  made  to  (a) 
eliminate  or  prevent  imminent  safety 
hazards  as  defined  by  Federal,  State,  or 
local  fire,  building,  or  life  safety  codes 
or  regulations,  (b)  comply  with  State 
licensure  standards,  or  (c)  comply  with 
accreditation  standards  for  purposes  of 
reimbursement  imder  Titles  XVIII  or 
XIX  of  the  Social  Security  Act,  the 
application  must  be  approved  unless  the 
State  Agency  finds  that  (1)  the  facility  or 
service  with  respect  to  which  the  capital 
expenditure  is  proposed  is  not  needed, 
or  that  (2)  the  obligation  of  the  capital 
expenditme  is  not  consistent  with  the 
State  health  plan.  Those  portions  of  a 
proposed  project  which  are  not  essential 
for  compliance  with  licensure, 
certification,  or  accreditation  standards 
are  subject  to  the  usual  review  criteria 
and  procedures. 

5.  Maximums  on  Capital  Expenditures 

New  section  1527(a)(4)  requires  that, 
in  issuing  a  certificate  of  need,  the  State 
must  specify  the  maximum  expenditure 
which  may  be  obligated  under  the 
certificate.  The  State’s  program  must 


prescribe,  in  accordance  with  Federal 
regulations,  the  extent  to  which  an 
authorized  project  is  subject  to  further 
review  if  the  capital  expenditure 
maximum  is  exceeded.  This  provision 
requires  (1)  determination  of  capital 
expenditure  maximums,  and  (2) 
development  of  procedures  to  monitor 
capital  expenditures  obligated  under 
certificates  and  to  review  projects  if  the 
capital  expenditure  maximum  is 
exceeded.  The  Secretary  intends  to 
issue  guidelines  on  when  a  State  should 
re-review  a  project  exceeding  its 
expenditure  maximum. 

6.  Batching  of  Applications 

Section  1532(b)(13)(A)  states  that  for 
certificate  of  need  reviews  by  health 
systems  agencies  and  State  Agencies, 
review  procedures  must  include  a 
provision  that  all  completed 
applications  for  similar  types  of 
services,  facilities,'or  equipment  which 
affect  the  same  health  service  area  be 
considered  in  relation  to  each  other  (i.e., 
batched)  at  least  twice  a  year.  The 
Secretary  believes  that  the  focus  of  a 
State’s  batching  procedures  should  be 
on  similar  services,  regardless  of  the 
type  of  health  care  facility  proposing 
them.  The  Secretary  intends  to  establish 
by  regulation  broad  minimum  categories 
of  services  for  batching. 

The  Secretary  intends  to  establish  in 
regulation  that  the  State  Agency  will 
have  the  responsibility  for  establishing 
the  review  schedule  for  applications 
which  are  batched. 

Section  1532(b)(12)(C)  states  that  if, 
after  the  review  has  begun,  the  State 
Agency  or  the  health  systems  agency 
requires  an  applicant  to  submit 
information  on  the  proposal,  the  review 
period,  at  the  applicant’s  request,  shall 
be  extended  fifteen  days.  This  extension 
would  apply  to  all  other  applications 
which  have  been  batched  with  the 
application  for  which  additional 
information  is  required. 

7.  Timely  Notice 

-Section  1532(b)(13)  requires  agencies 
to  establish  a  timetable  for  the 
submission  of  applications  and  to  begin 
reviews  in  a  timely  fashion.  Section 
1532(b)(1),  as  amended,  requires  health 
systems  agencies  and  State  Agencies  to 
provide  timely  written  notification  to 
affected  persons  of  the  beginning  of  a 
review.  In  addition  to  these 
requirements  the  Secretary  intends  to 
specify  that  persons  directly  affected  by 
the  review  be  given  at  least  30  days 
after  notice  of  the  start  of  the  review  is 
sent  in  which  to  request  a  public  hearing 
on  the  application. 
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8.  Failure  To  Reach  a  Decision  Within 
the  Required  Time 

Section  1532(b)(12)(B)  states  that  any 
decision  of  a  State  Agency  to  issue  or 
not  to  issue  a  certificate  of  need  shall  be 
based  solely  on  the  review  of  the  State 
Agency  and  on  the  record  established  in 
administrative  proceedings.  In  addition, 
section  1532(b)(12)(C)(ii)  states  that  if 
the  State  Agency  fails  to  approve  or 
disapprove  an  application  within  the 
applicable  time  limit,  the  applicant  may 
bring  an  action  in  State  court  to  require 
the  State  Agency  to  do  so.  These 
provisions  prohibit  the  automatic 
disapproval  or  approval  of  an 
application  due  to  the  failure  of  the 
State  Agency  to  reach  a  decision. 

9.  Requirements  for  Hearings 

Section  1532(b)(12)(A)  requires  that 
the  agency  that  conducts  the  hearing 
during  the  course  of  review  maintain  a 
record  of  the  proceeding.  The  Secretary 
intends  that  (1)  these  agencies  will  be 
required  to  maintain  a  verbatim  record, 
and  (2)  the  manner  in  which  the  record 
is  made,  e.g.,  by  a  court  reporter  or  tape 
recorder,  be  left  to  the  discretion  of  the 
State  Agency. 

10.  Administrative  Appeals  and  Judicial 
Review 

The  statute  now  requires  that  any 
person  directly  affected  must  be  allowed 
to  request  an  administrative  review  of 
the  State  Agency’s  certificate  of  need 
decision.  Section  1532(b)(12)(D)  states 
that  decisions  to  approve,  disapprove,  or 
withdraw  a  certificate  of  need  must 
upon  the  request  of  any  such  person,  "be 
administratively  reviewed  under  an 
appeals  mechanism  consistent  with 
State  law  governing  the  practices  and 
procedures  of  administrative  agencies 
or,  if  there  is  no  such  State  law.  by  an 
entity  (other  than  the  State  Agency) 
designated  by  the  Governor.” 

For  States  that  have  an  appeals 
mechanism  for  the  administrative 
review  of  a  State  Agency's  decision,  the 
appeals  entity  (or  person]  must  have 
independent  authority  to  review  the 
certificate  of  need  decision.  The 
Secretary  intends  that  a  State  may 
satisfy  this  requirement  by  having  the 
appeals  entity  (or  person)  be  either  (1) 
an  entity  of  the  State  other  than  the 
State  A^ncy  or  (2)  if  permitted  by  State 
law,  a  person  within  the  State  Agency 
who,  or  a  component  of  the  State 
Agency  which,  did  not  participate  in  the 
certificate  of  need  decision,  provided 
that  the  revieiving  person  or  component 
has  authority  to  make  a  final  decision 
on  the  appeal  If  the  State  does  not  have 
a  law  that  estabhshes  such  an  appeals 
mechanism,  then  the  appeals  entity  must 


be  an  entity,  other  than  the  State 
Agency,  designated  by  the  Governor. 

The  Secretary  intends  to  establish  for 
States  that  do  not  have  a  time  period 
provided  for  under  State  law  (1)  that  the 
appeal  must  begin  within  30  days  after 
the  request  is  submitted,  and  (2)  that  the 
reviewing  agency  must  reach  a  decision 
within  45  days  after  the  conclusion  of 
the  review. 

The  addition  of  the  term 
"administratively”  to  the  statute  makes 
unacceptable  the  current  practice  in 
some  States  of  designating  a  State  court 
as  the  reviewing  agency.  Thus,  the 
Governors  of  those  States  will  be  * 
required  to  designate  an  administrative 
agency  to  perform  this  function. 

Section' lS32(b)(12)(E)  provides  that 
after  a  decision  is  made  (and  any 
administrative  review  is  completed), 
any  "person  adversely  affected"  by  the 
decision  and  the  health  systems  agency 
must  be  allowed  to  obtain  a  judicial 
review  of  the  decision  in  an  appropriate 
State  court  The  Secretary  intends  to 
adopt  the  definition  of  “person 
adversely  affected"  which  is  contained 
in  the  Report  of  the  Senate  Committee 
on  Labor  and  Human  Resources.  See  S. 
Rep.  No.  96-96,  96th  Cong.,  1st  Sess..  p. 
72  (1979).  Under  this  definition  an 
“adversely  affected"  person  includes 
any  person  residing  within  the 
geographic  area  served  or  to  be  served 
by  the  provider  involved  in  the 
certificate  of  need  decision,  as  well  as 
any  person  who  regularly  uses  health 
facilities  within  that  geographic  area. 
Further,  the  term  would  include  any 
provider  in  the  health  service  area 
affected  by  an  agency  action,  a  provider 
in  a  different  health  service  area  if  the 
proposal  under  review  could  adversely 
affect  that  provider,  and  any  other 
person  (including,  of  course,  the 
applicant)  who  participated  in  a 
proceeding  before  the  agency. 

11.  Access 

Section  1532(c)(6)(E)  specifies  that 
States  must  include  in  their  review 
criteria  for  new  institutional  health 
services  an  additional  criterion  which 
addresses  the  extent  to  which  the 
proposed  services  will  be  accessible  to 
all  the  residents  of  the  area  to  be  served 
by  the  proposed  new  service.  The 
Secretary  initially  addressed  the 
problem  of  access  in  certificate  of  need 
regulations  issued  on  April  2, 1979. 
However,  because  of  the  increased 
emphasis  which  Pub.  L.  96-79  places  on 
ensuring  accessibility  through  the 
review  process,  the  Secretary  intends  to 
elaborate  upon  this  criterion  in  the 
regulations  as  well  as  to  specify  certain 
related  procedures. 


12.  Competition 

Section  1502(b)  of  the  Act  as  amended 
provides  that  for  health  services  for 
which  competition  does  not  or  will  not 
appropriately  allocate  supply  consistent 
with  health  systems  plans  and  State 
health  plans,  health  systems  agencies 
and  State  Agencies  should,  in  the 
exercise  of  their  functions,  take  actions 
to  allocate  the  supply  of  those  services. 
However,  for  healUi  services  for  which 
competition  does  appropriately  allocate 
supply  consistent  with  these  plans, 
health  systems  agencies  and  State 
Agencies  should  give  priority  to  actions 
which  would  strengthen  the  effect  of 
competition.  The  Secretary  notes  that 
Congress  found  in  amended  section 
1502(b)(1)  that  the  effect  of  competition 
on  decisions  of  providers  respecting  the 
supply  of  health  services  and  facilities  is 
diminished.  Furthermore,  Congress 
found  that  “the  primary  source  of  the 
lessening  of  such  effect  is  the  prevailing 
methods  of  paying  for  health  services  by 
public  and  private  health  insurers, 
particularly  for  inpatient  health  services 
and  other  institutional  health  services. 
As  a  result,  there  is  a  duplication  and 
excess  supply  of  certain  health  services 
and  facilities,  particularly  in  the  case  of 
inpatient  health  services." 

The  Secretary  believes  that  the  effect 
of  competitive  forces  may  vary  fit)m 
location  to  location  and  fit)m  service  to 
service,  and  that  analyzing  these  effects 
may  be  best  accomplished  in  the 
planning  process  at  the  State  or  local 
level  Therefore,  the  Secretary  intends  to 
require  that  States  identify  in  State 
health  plans  those  services  for  which 
competition  adequately  allocates 
supply.  The  Secretary  intends  to  issue 
further  guidace  as  to  the  criteria  to  be 
used  in  identifying  these  services  and 
areas.  Individual  applications  for 
certificate  of  need  are  to  be  reviewed 
against  criteria  developed  in  accordance 
with  section  1532(c).  In  addition  to  other 
changes  to  section  1532(c),  the 
Amendments  add  two  considerations  for 
criteria  which  deal  specifically  with 
competition  (see  sections  1532(c)(ll) 
and  (12)).  The  Secretary  may  also  issue 
further  guidance  about  the  application  of 
these  criteria  to  the  certificate  of  need 
process. 

Dated:  February  19, 1980. 

Patricia  Roberts  Harris, 

Secretary. 

Appendix  I. — Effective  Dates 

Because  there  have  been,  over  time,  a 
number  of  different  sets  of  regulations 
identifying  the  requirements  for 
satisfactory  certificate  of  need 
programs,,  each  set  with  its  own 
effective  dates,  the  Secretary  discusses 
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each  of  these  below,  together  with  Pub. 
L.  96-79  and  an  analysis  of  how  the 
requirements  for  State  health  planning 
and  development  agency  designation 
under  section  1521  of  the  Public  Health 
Service  Act  (the  “Act”)  are  related  to 
compliance  with  the  certificate  of  need 
requirements.  There  are  involved  three 
sets  of  certificate  of  need  requirements: 

1.  The  original  regulations.  These 
were  published  on  January  21, 1977  (42 
FR  4002),  and  amMided  slightly  (with 
respect  to  required  reviews  pf  changes 
in  bed  capacity)  on  April  8, 1977  (42  FR 
18605). 

2.  The  amended  regulations.  On  April 
2, 1979  (44  FR  19306),  the  original 
regulations  were  republished,  with 
significant  amendments  applying  to 
certificate  of  need  reviews  of  proposals 
by  health  maintenance  organizations 
(HMOs).  These  regulations  required  that 
State  Agencies  consider  certain  specific 
criteria  and  make  certain  findings  in 
regard  to  HMO  proposals. 

The  April  2  regulations  also  specified 
that  States  may  not  review  expenditures 
for  feasiblity  surveys  for  HMOs  which 
are  funded  under  section  1303  of  the  Act 
or  expenditures  for  planning  of  HMOs 
which  are  funded  under  section  1304  of 
the  Act. 

The  April  2, 1979,  regulations  also 
added  two  other  important  provisions. 
State  Agencies  were  required  (1)  to 
consider  the  special  circumstances  of 
health  care  facilities  and  HMOs  with 
respect  to  the  need  for  conserving 
energy  and  (2)  to  give  special 
consideration  to  (a)  the  health  related 
needs  of  medically  underserved  groups' 
and  in  particular  members  of  groups 
which  have  traditionally  experienced 
difficulties  in  obtaining  equal  access  to 
health  services,  such  as  minorities, 
women,  and  the  handicapped,  and  (b) 
the  contribution  of  the  proposal  being 
reviewed  in  meeting  those  needs. 

On  April  25, 1979  (44  FR  24428),  the 
regulations  were  further  amended  to 
specify  that  the  offering  of  certain 
computed  tomographic  (CT)  scanner 
services  must  be  considered  the  offering 
of  a  health  service,  as  defined  by 
§  123.404(a)(3)  of  the  regulations. 

The  dates  by  which  the  States  were 
required  to  implement  the  amendments 
made  by  the  April  2  and  April  25, 1979, 
regulations  were  discussed  in  the 
preambles  to  those  documents.  These 
dates  were  to  be  determined  by  whether 
State  legislative  changes  were  required 
to  implement  those  amendments.  See  44 
FR  19315,  April  2, 1979,  and  44  FR  24429- 
30,  April  25, 1979. 

Some  of  these  regulations  have  been 
fluperseded  by  the  1979  statutory 
amendments.  These  are  discussed 


below,  as  is  the  Secretary’s  decision  to 
revise  these  required  implementation 
dates. 

3.  The  1979  statutory  amendments.  As 
noted  above.  Title  XV  of  the  Act  was 
amended  on  October  4, 1979,  by  Pub.  L. 
96-79,  so  that  the  statutory  requirements 
for  certificate  of  need  programs  are 
substantially  changed.  The  present 
regulations  will  be  revised  to  implement 
the  statutory  amendments. 

Under  Section  129  of  Pub.  L.  96-79,  the 
new  certificate  of  need  requirements 
that  do  not  require  State  legislative 
action  for  their  implementation  were 
effective  on  October  4, 1979.  ‘  Under  her 
authority  to  review  the  operation  of  and 
the  performance  of  the  fimctions  of  State 
Agencies,  the  Sectretary  is  asking  State 
Agencies,  after  consulting  with  their 
legal  counsel,  to  identify  the  portions  of 
Pub.  L.  96-79  that  do  not  require 
legislative  change.  Each  State  Agency 
should  submit  this  proposed  list  to  the 
appropriate  DHEW  Regional  Office  by 
April  1, 1980.  The  Secretary  is  also 
requiring  State  Agencies  to  prepare  a 
timetable  for  State  implementation  of 
these  requirements.  This  timetable  must 
show  that  the  State  will  implement  these 
requirements  within  six  months  of 
publication  of  the  interim  revised 
certificate  of  need  regulations. 

The  effective  date  for  those  portions 
of  the  amendments  that  require 
legislative  changes  is  determined  as 
follows:  (1)  If  the  legislature  of  the  State 
was  in  regular  session  on  October  4, 

1979,  and  the  legislature  will  be  in 
session  for  at  least  twelve  months  fi'om 
that  date,  the  effective  date  is  October  4, 
1980;  (2)  For  all  other  States,  the 
effective  date  is  twelve  months  fi'om  the 
date  of  the  beginning  of  the  first  regular 
legislative  session  of  the  legislature 
beginning  after  October  4, 1979.  Each 
State  is  required  to  enact  by  the 
effective  date  applicable  to  it  whatever 
legislation  is  needed  to  implement  the 
remaining  requirements  of  the 
amendments. 

The  Secretary  intends  to  require  that 
each  State  complete  the  administrative 
action  necessary  to  implement  its 
legislation  (i.e.,  have  a  functioning 
certificate  of  need  program  meeting  the 
new  requirements)  within  six  months 
after  the  date  of  enactment  of  its 
legislative  amendments,  or  by  the 
effective  date  (as  described  in  the 
preceding  paragraph)  applicable  to  that 
State,  whichever  is  later.  This  deadline 


'  A  number  of  provisions  were  revised  by  Pub.  L 
96-79.  effective  on  October  4, 1980.  States  may, 
however,  act  in  accordance  with  these  changes 
immediately. 


is  referred  to  below  as  the 

“implementation  date.” 

Applicability  of  April  2, 1979,  and  April 
25, 1979,  Regulatians 

The  Secretary  has  concluded  that  it 
would  be  unreasonable  to  require  States 
to  implement  those  portions  of  the 
amendments  made  by  the  April  2  and  25 
regulations  which  will  in  effect  be 
superseded  or  replaced  by  the  new 
regulations  which  will  implement  Pub.  L 
96-79.  In  addition,  as  to  those  portions 
of  the  April  regulations  which  will  not 
be  superseded  or  replaced,  the  Secretary 
has  decided  not  to  require  their 
implementation  according  to  the  dates 
originally  set  for  their  implementation. 
Rather,  the  Secretary  intends  to 
incorporate  those  portions  into  the  new 
regulations  to  be  published  and  will 
require  their  implementation  in 
accordance  with  the  schedule  for 
implementation  of  the  new  regulations. 

As  noted  in  the  discussion  above,  the 
amendments  made  by  Pub.  L.  96-79 
allow  some  HMOs  to  receive  an 
exemption  fi'om  review  for  certain 
proposals  and  to  have  their  proposals 
which  are  not  exempt  reviewed  under 
limited  criteria.  Accordingly,  some  of  the 
special  provisions  of  the  April  2 
regulations  pertaining  to  F^O 
proposals  are  no  longer  necessary  or 
appropriate.  The  only  HMO  provisions 
added  by  the  April  2  regulations  which 
the  Secretary  intends  to  include  in  the 
new  regulations  are  those  whiph  (1) 
prohibit  States  from  reviewing 
expenditures  for  HMO  feasibility 
surveys  or  planning  activities  under 
section  1303  and  1304  of  the  Act, 
respectively,  and  (2)  elaborate  upon  the 
criteria  for  review  of  HMO  proposals.  In 
addition,  the  Secretary  intends  to  retain 
the  provisions  respecting  energy 
conservation  and  the  needs  of  the 
medically  underserved  groups.  The 
Secretary  also  intends  to  retain  the 
provision  in  the  April  25  regulations 
pertaining  to  reviews  of  CT  scanner 
services. 

Designation  Requirements  Which  Apply 
Prior  to  a  State's  Effective  Date 

The  Secretary  will  review 
applications  for  full  designation  under 
section  1521(b)(3)  of  the  Act  fiom  most 
States  prior  to  the  date  on  which  those 
States  are  required  to  enact  legislation 
necessary  to  implement  the  new 
certificate  of  need  requirements  of  Pub. 

L.  96-79  (“effective  date”).  In  that 
review  (and  until  that  date),  as  a 
condition  for  full  designation,  the 
Secretary  will  require  that  States  satisfy 
any  of  the  following:  (1)  The 
requirements  effective  prior  to  the  April 
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1979  amendments  to  the  certificate  of 
need  regulations;  (2)  the  certificate  of 
need  regulatory  requirements,  as 
amended  by  the  April  2  and  April  25, 
1979,  regulations;  (3)  the  statutory 
requirements  of  the  Act,  as  amended  by 
Pub.  L.  9&-79;  or  (4]  the  requirements  of 
the  interim  regulations  soon  to  be 
published.  The  Secretary  strongly  urges 
States  which  must  either  amend  their 
certificate  of  need  legislation,  or  enact 
new  legislation,  in  order  to  qualify  for 
full  designation,  to  enact  legislation  that 
satisfies  the  new  statutory  certificate  of 
need  requirements  (option  3  above).  By 
so  doing,  the  legislatures  of  these  States 
will  not  be  required  to  amend  their 
certificate  of  need  laws  an  additional 
time. 

As  noted  above,  the  Secretary  is 
asking  State  Agencies,  after  consulting 
with  their  legal  counsel,  to  identify  in 
writing  the  portions  of  their  certificate  of 
need  programs  which  can  be  revised  to 
conform  with  Pub.  L.  98-79  without 
legislative  change.  Under  the  authority 
to  review  the  operation  of  and  the 
performance  of  their  functions  by  the 
State  Agencies,  the  Secretary  is  also 
requiring  State  Agencies  to  prepare  a 
timetable  for  State  implementation  of 
these  portions  of  their  programs,  as  well 
as  other  requirements  for  conforming 
certificate  of  need  programs.  Each  State 
Agency  must  submit  this  timetable  as 
part  of  its  clesignation  application,  i.e., 
by  April  1, 1980.  The  Secretary  strongly 
requests  that  States  implement  these 
requirements  as  soon  as  possible.  As  a 
condition  for  full  designation,  the 
Secretary  is  requiring,  at  a  minimum, 
that  the  timetable  provide  that  the  State 
will  implement  these  requirements 
within  6  months  of  publication  of  the 
interim  revised  certificate  of  need 
regulations. 

Finally,  the  Secretary  calls  attention 
to  section  152(d]  of  the  Act.  This  section 
provides  that  the  Department  must 
reduce  by  25  percent  (for  the  first  twelve 
months,  and  more  thereafter),  the 
amount  of  each  allotment,  grant,  loan, 
loan  guarantee,  and  contract  awarded  in 
the  State  under  the  Public  Health 
Service  Act  and  certain  related  Acts  if 
the  State  Agency  is  not  fully  designated 
on  the  date  by  which  legislation  to 
implement  the  amendments  must  be 
enacted  (the  effective  date).  These 
related  Acts  are  the  Commimity  Mental 
Health  Centers  Act.  the  Comprehensive 
Alcohol  Abuse  and  Alcoholism 
Prevention,  Treatment  and 
Rehabilitation  Act  of  1970,  and  the  Drug 
Abuse  Office  and  Treatment  Act  of 
1972. 


Appendix  n. — Legislative  Amendments 
and  Annotations  Relating  to  State 
Certificate  of  Need  Programs  (New 
Legislative  Language  It^dzed) 

Section  1512.(b)(3)(F)— Con/7/cfe  of 
interest— No  member  of  a  governing 
body,  executive  committee,  or  any 
entity  appointed  by  a  governing  body,  or 
executive  committee  may,  in  the 
exercise  of  any  function  of  the  agency 
described  in  subsection  (e),  (f),  or  (g)  of 
section  1513,  vote  on  any  matter  before 
the  governing  body,  executive 
committee,  or  any  such  entity  respecting 
any  individual  or  entity  with  which 
such  member  has  (or,  within  the  twelve 
months  preceding  the  vote,  had)  any 
substantial  ownership,  employment, 
medical  staff,  fiduciary,  contractual, 
creditor,  or  consultative  relationship.  A 
governing  body,  executive  committee, 
and  any  entity  appointed  by  a  governing 
body  or  executive  committee  shall 
require  each  of  its  members  who  has  or 
has  had  such  a  relationship  with  an 
individual  or  entity  involved  in  any 
matter  before  the  governing  body, 
committee,  or  entity  to  make  a  written 
disclosure  of  such  relationship  before 
any  action  is  taken  by  the  body, 
committee,  or  entity  with  respect  to 
such  matter  in  the  exercise  of  any 
function  of  the  agency  described  in 
section  1513  and  to  make  such 
relationship  public  in  any  meeting  in 
which  such  action  is  to  be  taken. 

This  provision  applies  to  the 
performance  of  certificate  of  need 
reviews  by  health  systems  agencies. 
(Section  1513(f)) 

Section  1513.(d)(2) — Each  health 
systems  agency  which  has  all  or  part  of 
its  health  service  area  within  a  part  of  a 
standard  metropolitan  statistical  area 
(as  determined  by  the  Office  of 
Management  and  Budget)  shall 
coordinate  its  activities  with  the 
activities  of  any  other  health  systems 
agency  which  has  any  part  of  its  health 
service  area  within  such  standard 
metropolitan  statistical  area.  Such 
coordination  shall  at  least  provide  that 
each  health  systems  agency  designated 
for  a  health  service  area  within  any  part 
af  a  single  standard  metropolitan 
statistical  area  shall  review  (A)  each 
HSP  and  AIP  for  each  such  health 
service  area,  (B)  the  criteria  used  in 
accordance  with  section  1532 for 
reviews  affecting  any  such  area,  and  (C) 
each  decision  under  certificate  of  need 
programs  which  affect  any  such  area. 

I^e  required  coordination  includes,  at 
a  minimum,  permitting  each  HSA  to 
review  and  comment  on  the  health 
systems  plan,  annual  implementation 
plan,  and  criteria  used  for  certificate  of 
need  reviews  of  any  other  HSA  that  is 


located  within  the  same  standard 
metropolitan  statistical  area.  The  other 
HSAs  also  must  have  the  opportunity  to 
review  and  comment  on  certificate  of 
need  decisions  that  afiect  this  area. 

Section  1522.(b)— The  State  Program 
of  a  State  must — 

(13) — ^Provide  that  if  the  State  Agency 
makes  a  decision  in  the  performance  of 
a  function  under  paragraph  (4),  (5),  or  (6) 
of  section  1523(a)  or  under  title  XVI 
which  is  inconsistent  with  a 
recommendation  made  under  subsection 
(f)  or  (g)  of  section  1513  by  a  health 
systems  agency  within  the  State — 

(A)  Such  decision  (and  the  record 
upon  which  it  was  made)  shall,  upon 
request  of  the  health  systems  agency,  be 
reviewed  in  a  timely  manner,  under  an 
appeals  mechanism  consistent  with 
State  law  governing  the  practices  and 
procedures  of  administrative  agencies 

'  or,  if  there  is  no  such  State  law,  by  an 
agency  of  the  State  (other  than  the  State  - 
health  planning  and  development 
agency)  designated  by  the  Governor, 
and 

(B)  The  decision  of  the  reviewing 
agency  under  subparagraph  (A)  shall  for 
purposes  of  this  title  and  title  be 
considered  the  decision  of  the  State 
health  planning  and  development 
agency. 

The  references  to  paragraph  (4)  of 
section  1523(a)  and  subsection  (f)  of 
section  1513  apply  these  provisions  to 
decisions  and  recommendations  under 
State  certificate  of  need  programs. 

Section  1523.(a) — Each  State  Agency 
of  a  State  designated  under  section 
1521(b)(3)  shall,  except  as  authorized 
under  subsection  (b),  perform  within  the 
State  the  following  functions: 

(4)(B) — ^Administer  a  State  certificate 
of  need  program  which  applies  to  the 
obligation  of  capital  expenditures 
within  the  State  and  the  offering  within 
the  State  of  new  institutional  health 
services  and  the  acquisition  of  major 
medical  equipment  and  which  is 
consistent  with  standards  established 
by  the  Secretary  by  regulation.  A 
certificate  of  need  program  shall 
provide  for  procedures  and  penalties  to 
enforce  the  requirements  of  the 
program.  In  performing  its  functions 
under  this  paragraph  the  State  Agency 
shall  consider  recommendations  made 
by  health  systems  agencies  under 
section  1513(f). 

This  section,  as  amended,  requires 
that  certificate  of  need  programs  cover 
proposals  in  three  areas:  “capital 
expenditiu'es",  “institutional  health 
services”,  and  “major  medical  - 
equipment”.  These  three  replace  the 
single  review  of  “new  institutional 
health  services”  previously  contained  in 
this  section.  A  State  program  is  required 
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to  cover  all  three  areas.  A  State  may 
satisfy  this  requirement  within  its 
existing  framework  of  coverage  of  new 
institutional  health  services. 

Section  1527.(a) — The  certificate  of 
need  program  required  by  section 
1523(a)(4)(B)  shall,  in  accordance  with 
this  section,  provide  for  the  following: 

(1)  Review  and  determination  of  need 
under  such  program  for — 

(A)  Major  medical  equipment  and 
institutional  health  services,  and 

(B)  Capital  expenditures. 

Shall  be  made  before  the  time  such 
equipment  is  acquired,  such  services  are 
offered,  substantial  expenditures  are 
undertaken  in  preparation  for  such 
offering,  or  capital  expenditures  are 
obligated. 

See  text  of  Notice  (Scope  of 
CertiHcate  of  Need  Review  Programs). 

Section  1527.(a)(2) — The  acquisition 
and  offering  of  only  such  equipment  and 
services  as  may  be  found  by  the  State 
Agency  to  be  needed;  and  the  obligation 
of  only  those  capital  expenditures  found 
to  be  needed  by  the  State  Agency. 

Except  as  otherwise  authorized  by  this 
section,  review  under  the  program  of  an 
application  for  a  certificate  of  need  may 
not  be  made  subject  to  any  criterion  and 
the  issuance  of  a  certificate  of  need  may 
not  be  made  subject  to  any  condition 
unless  the  criterion  or  condition  directly 
relates  to — 

(A)  Criteria  prescribed  by  section 
1532(c), 

(B)  Criteria  prescribed  by  regulations 
of  the  Secretary  promulgated  under 
section  1532(a)  before  the  date  of  the 
enactment  of  the  Health  Planning  and 
Resources  Development  Amendments  of 
1979,  or 

(C)  Criteria  prescribed  by  regulation 
by  the  State  Agency  in  accordance  with 
an  authorization  prescribed  by  State 
law. 

The  Secretary  may  not  require  a  State 
,  to  include  in  its  program  any  criterion  in 
addition  to  criteria  described  in 
subparagraphs  (A)  and  (B). 

The  conferenc^report  for  Pub.  L  96- 
79  defines  the  terms  “criteria”  and 
"condition”:  In  this  section,  the  term 
criterion  means  a  standard  or  rule  which 
may  be  applied  to  certificate  of  need 
applicants  during  the  review  process; 
the  term  condition  means  a  required 
action  applied  to  a  specific  applicant 
and  established  as  part  of  a  certificate 
of  need  decision  following  the  review. 
These  general  definitions  would  apply 
regardless  of  what  term  is  used  in  State 
Law  or  regulation  which  describes  these 
concepts.  See  S.  Rep.,  No.  96-'309, 96th 
Cong.,  1st  sess.  82-83  (1979). 

The  criteria  referred  to  in  (B)  above 
are  those  embodied  in  the  Federal 
regulations  of  April  2, 1979. 


Section  lS27.(a)(3) — An  application 
for  a  certificate  of  need  for  an 
institutional  health  service,  medical 
equipment,  or  a  capital  expenditure 
shall  specify  the  time  the  applicant  will 
require  to  make  such  service  or 
equipment  available  or  to  obligate  such 
expenditure  and  a  timetable  for  making 
such  service  or  equipment  available  or 
obligating  such  expenditure.  After  the 
issuance  of  a  certificate  of  ne^,  the 
State  Agency  shall  periodically  review 
the  progress  of  the  holder  of  the 
certificate  in  meeting  the  timetable 
specified  in  the  approved  application  for 
the  certificate.  If  on  the  basis  of  such  a 
review  the  State  Agency  determines 
that  the  holder  of  a  certificate  is  not 
meeting  such  timetable  and  is  not 
making  a  good  faith  effort  to  meet  it,  the 
State  Agency  may,  after  considering  any 
recommendation  made  by  the  health 
’systems  agency  which  received  a  report 
from  the  State  Agency  on  such  review, 
withdraw  the  certificate. 

The  State  Agency  is  not  required  to 
agree  to  the  times  proposed  by  the 
applicant  and  may  establish  different 
time  requirements. 

Section  1527.(a)(4) — In  issuing  a 
certificate  of  need,  the  State  shall 
specify  in  the  certificate  the  maximum 
amount  of  capital  expenditures  which 
may  be  obligated  under  such  certificate. 
The  program  shall,  in  accordance  with 
regulations  promulgated  by  the 
Secretary,  prescribe  the  extent  to  which 
a  project  authorized  by  a  certificate  of 
need  shall  be  subject  to  further  review  if 
the  amount  of  capital  expenditures 
obligated  or  expected  to  be  obligated  for 
the  project  exceed  the  maximum 
specified  in  the  certificate  of  need. 

See  text  of  Notice  (Maximums  on 
Capital  Expenditures). 

Section  1527.(a)(5)— TAe  program 
shall  provide  that  (A)  the  requirements 
of  section  1532  shall  apply  to 
proceedings  under  the  program,  and  (B) 
each  decision  to  issue  a  certificate  of  * 
need  (i)  may  only  be  issued  by  the  State 
Agency,  and  (ii)  shall,  except  in 
emergency  circumstances  that  pose  a 
threat  to  public  health,  be  consistent 
with  the  State  health  plan  in  effect  for 
such  State  under  section  1524  (c). 

This  provision  requires  that  State 
Agencies,  in  making  certificate  of  need 
decisions,  must  apply  the  procedures 
and  criteria  of  section  1532.  Section 
1527(a)(5)(B)(i)  prohibits  others,  such  as 
State  legislatures,  from  issuing 
certificates  of  need.  See  also  section 
1532(b)(12)(B)  below. 

Section  1527.(b)(l) — Under  the 
program  a  State  shall  not  require  a 
certificate  of  need  for  the  offering  of  an 
inpatient  institutional  health  service  or 
the  acquisition  of  major  medical 


equipment  for  the  provision  of  an 
inpatient  institutional  health  service  or 
the  obligation  of  a  capital  expenditure 
for  the  provision  of  an  inpatient 
institutional  health  service  by — 

(A)  a  health  maintenance 
organization  or  a  combination  of  health 
maintenance  organizations  if  (i)  the 
organization  or  combination  of 
organizations  has,  in  the  service  area  of 
the  organization  or  the  service  areas  of 
the  organizations  in  the  combination,  an 
enrollment  of  at  least  50,000  individuals, 
(ii)  the  facility  in  which  the  service  will 
be  provided  is  or  will  be  geographically 
located  so  that  the  service  will  be 
reasonably  accessible  to  such  enrolled 
individuals,  and  (Hi)  at  least  75  percent 
of  the  patients  who  can  reasonably  be 
expected  to  receive  the  institutional 
health  service  will  be  individuals 
enrolled  with  such  organization  or 
organizations  in  the  combination; 

(B)  a  health  care  facility  if  (i)  the 
facility  primarily  provides  or  will 
provide  inpatient  health  servicies,  (ii) 
the  facility  is  or  will  be  controlled, 
directly  or  indirectly,  by  a  health 
maintenance  organization  or  a 
combination  of  health  maintenance 
organizations  which  has,  in  the  service 
area  of  the  organization  or  service  areas 
of  the  organizations  in  the  combination, 
an  enrollment  of  at  least  50,000 
individuals,  (Hi)  the  facility  is  or  will  be 
geographically  located  so  that  (Ae 
service  will  be  reasonably  accessible  to 
such  enrolled  individuals,  and  (iv)  at 
least  75  percent  of  the  patents  who  can 
reasonably  be  expected  to  receive  the 
institutional  health  service  will  be 
individuals  enrolled  with  such 
organization  or  organizations  in  the 
combination,  or 

(C)  a  health  care  facility  (or  portion 
thereof)  if  (i)  the  facility  is  or  will  be 
leased  by  a  health  maintenance 
organization  or  combination  of  health 
maintenance  organizations  which  has, 
in  the  service  area  of  the  organization 
or  the  service  areas  of  the  organizations 
in  the  combination,  an  enrollment  of  at 
least  50,000  individuals  and  on  the  date 
the  application  is  submitted  under 
paragraph  (2)  at  least  fifteen  years 
remain  in  the  term  of  the  lease,  (ii)  the 
facility  is  or  will  be  geographically 
located  so  that  the  service  will  be 
reasonably  accessible  to  such  enrolled 
individuals,  and  (Hi)  at  least  75  percent, 
of  the  patients  who  can  reasonably  be 
expected  to  receive  the  institutional 
health  service  will  be  individuals 
enrolled  with  such  organization,  if  with 
respect  to  such  offering,  acquisition,  or 
obligation,  the  State  Agency  has,  upon 
application  under  paragraph  (2),  granted 
an  exemption  from  such  requirement  to 
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the  organization,  combination  or 
organizations,  or  facility. 

A  State  must  exempt  from  review  a 
proposal  by  a  health  maintenance 
organization  (HMO)  or  combination  of 
HMOs  if  an  application  for  exemption 
has  been  submitted  and  the  following 
requirements  are  met: 

1.  The  HMO  or  combination  of  HMOs 
has  within  its  service  area  an  enrollment 
of  at  least  50,000  individuals; 

2.  The  facility  in  which  the  service  is 
provided  is  or  will  be  geographically 
located  so  that  the  service  will  be 
reasonably  accessible  to  enrolled 
individuals;  and 

3.  At  least  75  perceht  of  the  patients 
who  are  expected  to  receive  the  service 
are  enrolled  in  the  HMO  or  combination 
of  HMOs. 

A  State  must  exempt  from  review  a 
proposal  by  a  health  care  facility  if  an 
application  for  exemption  has  been 
submitted  and  all  of  the  following 
requirements  are  met: 

1.  The  facility  primarily  provides  or 
will  provide  inpatient  health  services; 

2.  The  facility  is  or  will  be  directly  or 
indirectly  controlled  by  an  HMO  or 
combination  of  HMOs  with  an 
enrollment  of  at  least  50,000  individuals; 

3.  The  facility  is  or  will  be 
geographically  located  so  that  the 
service  will  be  reasonably  accessible  to 
enrolled  individuals;  and 

4.  At  least  75  percent  of  the  patients 
who  are  expected  to  receive  the  service 
are  enrolled  in  the  HMO  or  combination 
of  HMOs. 

A  State  must  exempt  from  review  a 
proposal  by  a  health  care  facility  that  is 
or  will  be  leased  by  an  HMO  or 
combination  of  HMOs  if  an  application 
for  an  exemption  has  been  submitted 
and  the  following  requirements  are  met: 

1.  The  HMO  or  combination  of  HMOs 
has  within  its  service  area  an  enrollment 
of  at  least  50,000  individuals; 

2.  On  the  date  of  the  application  for 
exemption  from  review  at  least  15  years 
remain  in  the  term  of  the  lease; 

3.  The  facility  is  or  will  be 
geographically  located  so  that  the 
service  will  be  reasonably  accessible  to 
enrolled  individuals;  and 

4.  At  least  75  percent  of  the  patients 
who  are  expected  to  receive  the  service 
are  enrolled  in  the  HMO  or  combination 
of  HMOs. 

A  “combination  of  health 
maintenance  organizatioins**  is  allowed 
to  meet  the  50,000  enrollee  minimum  in 
order  to  permit  two  or  more  HMOs  to 
join  together  to  own,  or  control  a 
corporation  or  other  entity  which  owns, 
or  leases  a  health  care  facility.  In  order 
for  an  institutional  health  service  which 
is  owned,  controlled,  or  leased  by  a 
combination  of  HMOs  to  be  exempt 


from  review,  each  of  the  HMOs  in  the 
combination  must  use  the  institutional 
health  service.  See  text  of  Notice 
(Health  Maintenance  Organizations — 
Exempt  Projects  of  HMOs)  for  further 
discussion  of  HMO  exemptions. 

Section  1527.(b](2] — A  health 
maintenance  organization,  combination 
of  health  maintenance  organizations,  or 
health  care  facility  shall  not  be  exempt 
under  paragraph  (1)  from  obtaining  a 
certificate  of  need  before  offering  an 
institutional  health  service,  acquiring 
major  medical  equipment,  or  obligating 
capital  expenditures  unless — 

(A)  it  has  submitted,  at  such  time  and 
in  such  form  and  manner  as  the  State 
Agency  shall  prescribe,  an  application 
for  such  exemption. 

(B)  the  application  contains  such 
information  respecting  the  organization, 
combination,  or  facility  and  the 
proposed  offering,  acquisition,  or 
obligation  as  the  State  Agency  may 
require  to  determine  if  the  organization 
or  combination  meets  the  requirements 
of  paragraph  (1)  or  the  facility  meets  or 
will  meet  such  requirements,  and 

(C)  the  State  Agency  approves  such 
application. 

In  the  case  of  a  proposed  health  care 
facility  (or  portion  thereof)  which  has 
not  begun  to  provide  institutional  health 
services  on  the  date  an  application  is 
submitted  under  this  paragraph  with 
respect  to  such  facility  (or  portion),  the 
facility  (or  portion)  shall  meet  the 
applicable  requirements  of  paragraph 
(1)  when  the  facility  first  provides  such 
services. 

The  State  Agency  shall  approve  an 
application  submitted  under  this 
paragraph  if  it  determines  that  the 
applicable  requirements  of  paragraph 
(1)  are  met. 

See  text  of  Notice  (Health 
Maintenance  Organizations — Exempt 
Projects  ofMHOs). 

Section  1527.(b)(3) — Nothwithstanding 
subsection  (d),  a  health  care  facility  (or 
any  part  thereof)  or  medical  equipment 
with  respect  to  which  an  exemption  was 
granted  under  paragraph  (1)  may  not  be 
sold  or  leased  and  a  controlling  interest 
in  such  facility  or  equipment  or  in  a 
lease  of  such  facility  or  equipment  may 
not  be  acquired  and  a  health  care 
facility  described  in  subparagraph  (C) 
of  paragraph  (1)  which  was  granted  an 
exemption  under  paragraph  (1)  may  not 
be  used  by  any  person  other  than  the 
lessee  described  in  such  subparagraph 
unless — 

(A)  the  State  Agency  issues  a 
certificate  of  need  approving  the  sale, 
lease,  acquisition,  or  use,  or 

(B)  the  State  Agency  determines,  upon 
application,  that  (i)  the  entity  to  which 
the  facility  or  equipment  is  proposed  to 
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be  sold  or  leased,  which  intends  to 
acquire  the  controlling  interest  or  which 
intends  to  use  the  facility  is  a  health 
maintenance  organization  or  a 
combination  of  health  maintenance 
organizations  which  meets  the 
requirements  of  clause  (i)  of 
subparagraph  (A)  of  paragraph  (1)  and 
(ii)  with  respect  to  such  facility  or 
equipment,  the  entity  meets  the 
requirements  of  clauses  (ii)  and  (Hi)  of 
such  subparagraph  (A)  or  the 
requirements  of  clauses  (i)  and  (ii)  of 
subparagraph  (B)  of  paragraph  (1). 

Once  an  organization  or  facility  is 
granted  an  exemption,  the  health  care 
facility  or  equipment  for  which  the 
exemption  was  granted  may  not  be 
leased  or  sold  unless  certain 
requirements  are  satisfied.  To  purchase 
or  lease  the  equipment  or  facility,  the 
person  must  either  receive  a  certificate 
of  need  approving  the  purchase  or  lease 
or  receive  an  exemption  for  that 
purpose.  In  the  latter  case,  the  person 
must  apply  for  an  exemption  and  satisfy 
the  requirements  of  section 
1527(bK3)(B). 

Section  1527.(b)(4) — In  the  case  of  a 
health  maintenance  organization  or  an 
ambulatory  care  facility  or  health  care 
facility  which  ambulatory  or  health  care 
facility  is  controlled,  directly  or 
indirectly,  by  a  health  maintenance 
organization  or  a  combination  of  health 
maintenance  organizations,  a  State  may 
under  the  program  apply  its  certificate 
of  need  requirements  only  to  the 
offering  of  inpatient  institutional  health 
services,  the  acquisition  of  major 
medical  equipment,  and  the  obligation 
of  capital  expenditures  for  the  offering 
of  inpatient  institutional  health  services 
and  then  only  to  the  extent  that  such 
offering,  acquisition,  or  obligation  is  not 
exempt  under  paragraph  (1). 

See  text  of  Notice  (Health 
Maintenance  Organizations — 
Nonexempt  Projects  of  HMOs). 

Section  1527. (h][5)— Notwithstanding 
section  1532(c),  if  a  health  maintenance 
organization  or  a  health  care  facility 
which  is  controlled,  directly  or 
indirectly,  by  a  health  maintenance 
organization  apply  for  a  certificate  of 
need,  such  application  shall  be 
approved  by  the  State  Agency  if  the 
State  Agency  finds  (in  accordance  with 
criteria  prescribed  by  the  Secretary  by 
regulation)  that — 

(A)  approval  of  such  application  is 
required  to  meet  the  needs  of  the 
members  of  the  health  maintenance 
organization  and  of  the  new  members 
which  such  organization  can  reasonably 
be  expected  to  enroll,  and 

(B)  the  health  maintenance 
organization  is  unable  to  provide, 
through  services  or  facilities  which  can 
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reasonably  be  expected  to  be  available 
to  the  organization,  its  institutional 
health  services  in  a  reasonable  and 
cost-effective  wanner  which  is 
consistent  with  the  basic  method  of 
operation  of  the  organization  and  which 
makes  such  services  available  on  a 
long-term  basis  through  physicians  and 
other  health  professionals  associated 
with  it. 

Except  as  provided  in  paragraph  (1) 
and  notwithstanding  subsection  (d),  a 
health  care  facility  (or  any  part  thereof) 
or  medical  equipment  with  respect  to 
which  a  certificate  of  need  was  issued 
under  this  subsection  may  not  be  sold  or 
leased  and  a  controlling  interest  in  such 
facility  or  equipment  or  in  a  lease  of 
such  facility  or  equipment  may  not  be 
acquired  unless  the  State  Agency  issues 
a  certificate  of  need  approving  the  sale, 
acquisition,  or  lease. 

An  example  of  indirect  control  of  a 
health  care  facility  is  the  situation  in 
which  a  majority  of  the  members  of  the 
board  of  a  hospital  corporation  are 
employees,  officers  or  directors  of  a 
health  maintenance  organization. 

See  text  of  Notice  (Health 
Maintenance  Organizations — 
Nonexempt  Projects  of  fJMOs). 

Section  1527 \c)— Notwithstanding 
section  1532(c),  an  application  for  a 
certificate  of  need  for  a  capital 
expenditure  which  is  required — 

(1)  To  eliminate  or  prevent  imminent 
safety  hazards  as  defined  by  Federal, 
State,  or  local  fire,  building,  or  life 
safety  codes  or  regulations, 

(2)  To  comply  with  accreditation 
standards  compliance  with  which  is 
required  to  receive  reimbursements 
under  title  XVllI  of  the  Social  Security 
Act  or  payments  under  a  State  plan  for 
medical  assistance  approved  under  title 
XIX  of  such  Act,  shall  be  approved 
unless  the  State  Agency  finds  that  the 
facility  or  service  with  respect  to  which 
such  capital  expenditure  is  proposed  to 
be  made  is  not  needed  or  that  the 
obligation  of  such  capital  expenditure  is 
not  consistent  with  the  State  health  plan 
in  effect  under  section  1524.  An 
application  for  certificate  of  need 
approved  under  this  subsection  shall  be 
approved  only  to  the  extent  that  the 
capital  expenditure  is  required  to 
eliminate  or  prevent  the  hazards 
described  in  paragraph  (1)  or  to  comply 
with  the  standards  described  in 
paragraph  (2)  or  (3). 

For  this  purpose,  “accreditation” 
means  accreditation  imder  one  of  the 
programs  of  the  Joint  Commission  on 
Accreditation  of  Hospitals,  accreditation 
by  the  American  Osteopathic 
Association,  or  certification  under  the 
Department’s  conditions  of  participation 


for  reimbursement  under  the  Medicare 
and  Medicaid  programs. 

See  text  of  Notice  (Special  Review  of 
Certain  Applications)  for  further 
discussion. 

Section  1527.(d)(l)— f/ncter  the 
program  a  certificate  of  need  shall, 
except  as  provided  in  subsection  (b),  be 
required  for  the  obligation  of  a  capital 
expenditure  to  acquire  (either  by 
purchase  or  under  lease  or  comparable 
arrangement)  an  existing  health  care 
facility  if— 

(A)  The  notice  required  by  paragraph 
(2)  is  not  filed  in  accordance  with  that 
paragraph  with  respect  to  such 
acquisition,  or 

(B)  The  State  Agency  finds,  within 
thirty  days  after  the  date  it  receives  a 
notice  in  accordance  with  paragraph  (2) 
with  respect  to  such  acquisition,  that  the 
services  or  bed  capacity  of  the  facility 
will  be  changed  in  being  acquired. 

(2)  Before  any  person  enters  into  a 
contractual  agreement  to  acquire  an 
existing  health  care  facility  which 
arrangement  will  require  the  obligation 
of  a  capital  expenditure,  such  person 
shall  notify  the  State  Agency  of  the 
State  in  which  such  facility  is  lacated  of 
such  person’s  intent  to  acquire  such 
facility  and  of  the  services  to  be  offered 
in  the  facility  and  its  bed  capacity.  Such 
notice  shall  be  made  in  writing  and 
shall  be  made  at  least  30  days  before 
contractual  arrangements  are  entered 
into  to  acquire  the  facility  with  respect 
to  which  the  notice  is  given. 

This  provision  requires  entities  that 
wish  to  acquire  or  lease  existing  health 
care  facilities  to  provide  notice  of  this 
intent  to  the  State  Agency.  These 
entities  must  receive  a  certificate  of 
need  to  acquire  or  lease  the  facility  if 
they  (1)  fail  to  provide  notice  of  this 
intent  in  accordance  with  section 
1527(d)(1)(B)  or  (2)  intend  to  change  the 
services  or  bed  capacity  of  the  facility. 
HMOs  or  combinations  of  HMOs  would 
be  exempt  from  this  requirement  if  they 
satisfy  the  exemption  requirements  of 
section  1527(b)(1)  or  1527(b)(3)(B).  See 
the  above  discussion  of  these  sections 
and  text  of  Notice  (Scope  of  Certificate 
of  Need  Review  Programs — Capital 
Expenditures  that  Exceed  $150,000].' 

Section  1527.(e)(l)(A) — Except  as 
provided  in  subsection  (b)  and 
subparagraph  (B),  under  the  program  a 
certificate  of  need  shall  not  be  required 
for  the  acquisition  of  major  medical 
equipment  which  will  not  be  owned  by 
or  located  in  a  health  care  facility 
unless — 

(i)  The  notice  required  by  paragraph 
(2)  is  not  filed  in  accordance  with  that 
paragraph  with  respect  to  such 
acquisition,  or 


(ii)  The  State  Agency  finds,  within 
thirty  days  after  the  date  it  receives  a 
notice  in  accordance  with  paragraph  (2) 
with  respect  to  such  acquisition,  that  the 
equipment  will  be  used  to  provide 
services  for  inpatients  of  a  hospital. 

(B)  The  certificate  of  need  program  of 
a  State  may  include  a  requirement  for  a 
certificate  of  need  for  an  acquisition  of 
major  medical  equipment  which 
requirement  is  in  addition  to  the 
requirement  for  a  certificate  of  need 
established  by  subparagraph  (A),  except 
that  after  September  30, 1982,  the 
certificate  of  need  program  of  a  State 
may  not  be  changed  to  include  any  such 
additional  requirement. 

(2)  Before  any  person  enters  into  a 
contractual  arrangement  to  acquire 
major  medical  equipment  which  will  not 
be  owned  by  or  located  in  a  health  care 
facility,  such  person  shall  notify  the 
State  Agency  of  the  State  in  which  such 
equipment  will  be  located  of  such 
person ’s  intent  to  acquire  such 
equipment  and  of  the  use  that  will  be 
made  of  the  equipment.  Such  notice 
shall  be  made  in  writing  and  shall  be 
made  at  least  thirty  days  before 
contractual  arrangements  are  entered 
into  to  acquire  the  equipment  with 
respect  to  which  the  notice  is  given. 

(3)  For  purposes  of  this  subsection, 
donations  and  leases  of  major  medical 
equipment  shall  be  considered 
acquisitions  of  such  equipment,  and  an 
acquisition  of  medical  equipment 
through  a  transfer  of  it  for  less  than  fair 
market  value  shall  be  considered  an 
acquisition  of  major  medical  equipment  • 
if  its  fair  market  value  is  at  least 
$150,000. 

See  text  of  Notice  (Scope  of 
Certificate  of  Need  Review  Programs — 
Major  Medical  Equipment  and  Capital 
Expenditures  That  Exceed  $150,000). 

Section  1527.  (f) — Notwithstanding 
section  1532(c),  when  an  application  is 
made  by  an  osteopathic  or  allopathic 
facility  for  a  certificate  of  need  to 
construct,  expand,  or  modernize  a 
health  care  facility,  acquire  major 
medical  equipment,  or  add  services,  the 
need  for  that  construction,  expansion, 
modernization,  acquisition  of 
equipment,  or  addition  of  services  shall 
be  considered  on  the  basis  af  the  need 
for  and  the  availability  in  the 
community  of  services  and  facilities  for 
osteopathic  and  allopathic  physicians  . 
and  their  patients.  The  State  Agency 
shall  consider  the  application  in  terms 
of  its  impact  on  existing  and  proposed 
institutional  training  programs  for 
doctors  of  osteopathy  and  medicine  at 
the  student,  internship,  and  residency 
training  levels. 

This  provision  seeks  to  ensure  that  the 
need  for  and  availability  of  services  and 
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facilities  for  osteopathic  physicians  and 
patients  will  be  considered. 

Section  1527.(g) — In  approving  or 
disapproving  applications  for 
certificates  of  need  or  in  withdrawing 
certificates  of  need  under  such  a 
program,  a  State  Agency  shall  take  into 
account  recommendations  made  by 
health  systems  agencies  within  the 
State  under  section  1513(f). 

Section  1531.(5) — The  term 
"institutional  health  services  ”  means 
health  services  which  (A)  are  provided 
through  private  and  public  hospitals, 
rehabilitation  facilities,  nursing  homes, 
and  other  health  care  facilities,  as 
defined  by  the  Secretary  by  regulation, 
and  (B)  entail  annual  operating  costs  of 
at  least  the  expenditure  minimum.  For 
purposes  of  this  paragraph,  the  term 
"expenditure  minimum"  means  $75,000 
for  the  twelve-month  period  beginning 
with  the  month  in  which  this  paragraph 
is  enacted  and  for  each  twelve-month 
period  thereafter,  $75,000  or,  at  the 
discretion  of  the  State,  the  figure  in 
effect  for  the  preceding  twelve-month 
period,  adjusted  to  reflect  the  change  in 
the  preceding  twelve-month  period  in  an 
index  maintained  or  developed  by  the 
Department  of  Commerce  and 
designated  by  the  Secretary  by 
regulation  for  purposes  of  making  such 
adjustment. 

See  text  of  Notice  (Definition  of  . 
Health  Care  Facilities,  Scope  of 
Certificate  of  Need  Review  Programs). 

Section  1531.(6) — For  purposes  of 
sections  1523  and  1527,  the  term  “capital 
expenditure" means  an  expenditure — 

(A )  Made  by  or  on  behalf  of  a  health 
care  facility  (as  such  a  facility  is 
defined  in  regulations  prescribed  under 
paragraph  (5));  and 

(B) (i)  Which  (I)  under  generally 
accepted  accounting  principles  is  not 
properly  chargeable  as  an  expense  of 
operation  and  maintenance,  or  (II)  is 
made  to  obtain  by  lease  or  comparable 
arrangement  any  facility  or  part  thereof 
or  any  equipment  for  a  facility  or  part, 
and 

(ii)  Which  (I)  exceeds  the  expenditure 
minimum,  (II)  substantially  changes  the 
bed  capacity  of  the  facility  with  respect 
to  which  the  expenditure  is  made,  or 
(III)  substantially  changes  the  services 
of  such  facility. 

For  purposes  of  subparagraph 
(^(//)(7),  the  cost  of  any  studies, 
surveys,  designs,  plans,  working 
drawings,  specifications,  and  other 
activities  essential  to  the  acquisition, 
improvement,  expansion,  or 
replacement  af  any  plant  or  equipment 
with  respect  to  which  an  expenditure 
described  in  subparagraph  \B)(i)  is 
made  shall  be  included  in  determining  if 
such  expenditure  exceeds  the 


expenditure  minimum.  Donations  of 
equipment  or  facilities  ta  a  health  care 
facility  which  if  acquired  directly  by 
such  facility  would  be  subject  to  review 
under  section  1527  shall  be  considered 
capital  expenditures  for  purposes  of 
sections  1523  and  1527,  and  a  transfer  of 
equipment  or  facilities  for  less  than  fair 
market  value  shall  be  considered  a 
capital  expenditure  for  purposes  of  such 
sections  if  a  transfer  af  the  equipment  or 
facilities  at  fair  market  value  would  be 
subject  to  review  under  section  1527.  For 
purposes  of  this  paragraph,  the  term 
"expenditure  minimum"  means  $150,000 
for  the  twelve-month  period  beginning 
with  the  month  in  which  this  paragraph 
is  enacted  and  for  each  twelve-month 
period  thereafter,  $150,000  or,  at  the 
discretion  of  the  State,  the  figure  in 
effect  for  the  preceding  twelve-month 
period,  adjusted  to  reflect  the  change  in 
the  preceding  twelve-month  period  in  an 
index  maintained  or  developed  by  the 
Department  of  Commerce  and 
designated  by  the  Secretary  by 
regulation  for  purposes  of  making  such 
adjustment. 

See  text  of  Notice  (Scope  of 
Certificate  of  Need  Review  Programs). 

Section  1531^7) — For  purposes  of 
sections  1523  and  1527,  the  term  "major 
medical  equipment"  means  medical 
equipment  which  is  used  for  the 
provision  of  medical  and  other  health 
services  and  which  costs  in  access  of 
$150,000,  except  that  such  term  does  not 
include  medical  equipment  acquired  by 
or  on  behalf  of  a  clinical  laboratory  to 
provide  clinical  laboratory  services  if 
the  cdinical  laboratory  is  independent  of 
a  physician ’s  office  and  a  hospital  and 
it  has  been  determined  under  title  XVIII 
of  the  Social  Security  Act  to  meet  the 
requirements  of  paragraphs  [10)  and  [11) 
of  section  1861[s)  of  such  Act.  In 
determining  whether  medical  equipment 
has  a  value  in  excess  of  $150,000,  the 
value  of  studies,  surveys,  designs,  plans, 
working  drawings,  specifications,  and 
other  activities  essential  to  the 
acquisition  of  such  equipment  shall  be 
included. 

Unlike  the  provisions  for  institutional 
health  services  and  capital  expenditure, 
this  provision  does  not  allow  a  State  to 
use  an  index  to  adjust  the  dollar  amount 
for  the  acquisition  cost  of  major  medical 
equipment. 

See  text  of  Notice  (Scope  of 
Certificate  of  Need  Review  Programs), 

Section  1531.(8) — The  term  "health 
maintenance  organization" means  a 
public  or  private  organization, 
organized  under  the  laws  of  any  State, 
which — 

(v4)  /s  o  qualified  health  maintenance 
organization  under  section  1310[d);  or 


[B)  [\)  Provides  or  otherwise  makes 
available  ta  enrolled  participants  health 
care  services,  including  at  least  the 
following  basic  health  care  services: 
usual  physician  services, 
hospitalization,  laboratory.  X-ray, 
emergency  and  preventive  services,  and 
out  of  area  coverage:  (//)  is  compensated 
[except  for  copayments)  far  the 
provision  of  die  basic  health  care 
services  listed  in  clause  (/)  to  enrolled 
participants  by  a  payment  which  is  paid 
an  a  periodic  basis  without  regard  to  the 
date  the  health  services  are  provided 
and  which  is  fixed  without  regard  to  the 
frequency,  extent,  or  kind  of  health 
service  actually  provided:  and  [Hi) 
provides  physicians* services  primarily 
(/)  directly  through  physicians  who  are 
either  employees  or  partners  of  such 
organization,  or  [II)  through 
arrangements  with  individual 
physicians  ar  one  or  more  groups  of 
physicians  [organized  on  a  group 
practice  or  individual  practice  basis). 

Section  1531.(9) — For  purposes  of 
paragraph  (5)  of  this  section  and 
sections  152^a)[4)[E]  and  1527,  the  term 
"rehabilitation  facility"  means  an 
inpatient  facility  which  is  operated  for 
the  primary  purpose  of  assisting  in  the 
rehabilitation  of  disabled  persons 
through  an  integrated  program  of 
medical  and  other  services  which  are 
provided  under  competent  professional 
supervision.  For  purposes  of  the 
remaining  provisions  of  this  title,  the 
term  "rehabilitation  facility"  means  an 
inpatient  facility  described  in  the 
preceding  sentence  and,  in  addition,  an 
out-patient  facility  which  is  operated  as 
described  in  such  sentence. 

For  certificate  of  need  programs, 
required  coverage  of  rehabilitation 
facilities  is  limited  to  inpatient  facilities. 
For  other  health  planning  purposes 
outpatient  rehabilitation  facilities  are 
also  to  be  included. 

Section  1531.(11) — Any  reference  to 
the  term  "health" includes  physical  and 
mental  health. 

Section  1531.(12) — The  term 
"physician"  means  a  doctor  of  medicine 
or  osteopathy  legally  authorized  to 
practice  medicine  and  surgery  by  a 
State. 

Section  1532.(a) — In  conducting 
reviews  pursuant  to  subsections  (e),  (f), 
and  (g)  of  section  1513  or  in  conducting 
any  other  reviews  of  proposed  or 
existing  health  services,  each  health 
systems  agency  shall  (except  to  the 
extent  approved  by  the  Secretary) 
follow  procedures,  and  apply  criteria, 
developed  and  published  by  the  cigency 
in  accordance  with  regulations  of  the 
Secretary:  in  performing  its  review 
functions  under  section  1523,  a  State 
Agency  shall  (except  to  the  extent 
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approved  by  the  Secretary)  follow 
procedures  and  apply  criteria, 
developed  and  published  by  the  State 
Agency  in  accordance  with  regulations 
of  the  Secretary.  Procedures  and  criteria 
for  reviews  by  health  systems  agencies. 
State  Agencies,  and  Statewide  Health 
Coordinating  Councils  may  vary 
according  to  the  purpose  for  which  a 
particular  review  is  being  conducted  or 
the  type  of  health  services  being 
reviewed:  and  in  performing  its  review 
functions  a  Statewide  Health 
Coordinating  Council  shall  (except  to 
the  extent  approved  by  the  Secretary) 
follow  procedures  and  apply  criteria 
developed  and  published  by  the  Council 
in  accordance  with  regulations  of  the 
Secretary.  Health  systems  agencies,  the 
State  Agency,  and,  if  appropriate,  the 
Statewide  Health  Coordinating  Council 
within  each  State  shall  cooperate  in  the 
development  of  procedures  and  criteria 
under  this  subsection  to  the  extent 
appropriate  to  the  achievement  of 
efficiency  in  their  reviews  and 
consistency  in  criteria  for  such  reviews. 
The  Secretary  shall  review  at  least 
annually  regulations  promulgated  under 
this  section  and  provide  opportunity  for 
the  submission  of  commen  ts  by  health 
systems  agencies.  State  Agencies,  and 
Statewide  Health  Coordinating  Councils 
on  the  need  for  the  revision  of  such 
regulations.  At  least  forty-five  days 
before  the  initial  publication  of  a 
regulation  proposing  a  revision  in  a 
regulation  of  the  Secretary  under  this 
section,  the  Secretary  shall,  with 
respect  to  such  propsed  revision,  consult 
with  and  solicit  the  recommendations 
from  health  systems  agencies.  State 
Agencies,  and  Statewide  Health 
Coordinating  Councils. 

Section  1532.(b)-^Each  health  systems 
agency.  State  Agency,  and  Statewide 
Health  Coordinating  Council  shall 
include  in  the  procedures  required  by 
subsection  (a)  at  least  the  following: 

(1)  Timely  written  notification  to 
affected  persons  of  the  beginning  of  a 
review  and,  if  a  person  asked  the  entity 
conducting  the  review  to  place  the 
person ’s  name  on  a  mailing  list 
maintained  by  the  entity,  such 
notification  shall  be  sent  to  such  person. 

See  text  of  Notice  (Timely  Notice). 

Section  1532.{b)(2)— Schedules  for 
reviews  which  provide  that  no  review 
shall,  to  the  extent  practicable,  take 
longer  than  ninety  days  from  the  date 
the  notification  described  in  paragraph 
(1)  is  made,  or  in  the  case  of  non¬ 
substantive  reviews,  provision  for  a 
shortened  review  period.  If,  after  a 
review  has  begun,  a  State  Agency, 
health  systems  agency,  or  Statewide 
Health  Coordinating  Council  requires, 
in  accordance  with  paragraph  (3),  the 


person  subject  to  the  review  to  submit 
information  respecting  the  subject  of  the 
review,  such  person  shall  be  provided  at 
least  fifteen  days  to  submit  the 
information. 

This  amended  section  requires  State 
^  Agencies  to  extend  the  review  period 
when  the'Agency  requests  additional 
information  during  the  course  of  review. 
See  section  1532(b)(12)(C)(i)  for  the  time 
period  during  which  certiHcate  of  need 
decisions  must  be  made. 

Section  1532.(b)(3) — Provision  for 
persons  subject  to  a  review  to  submit  to 
the  agency.  State  Agency,  or  Statewide 
Health  Coordinating  Council  (in  such 
form  and  manner  as  the  agency  or  State 
Agency  shall  prescribe  and  publish) 
such  information  as  the  agency  or  State 
Agency  may  require  concerning  the 
subject  of  such  review.  Each  health 
systems  agency.  State  Agency,  and 
Statewide  Health  Coordinating  Council 
shall  develop  procedures  to  assure  that 
requests  for  information  in  connection 
with  a  review  under  this  title  are  limited 
to  only  that  information  which  is 
necessary  for  the  agency.  State  Agency, 
or  Statewide  Health  Coordinating 
Council  to  perform  the  review. 

Section  1532.(b)(7) — Timely 
Notification  of  providers  of  health 
services  and  other  persons  subject  to 
agency.  State  Agency,  or  Statewide 
Health  Coordinating  Council  review  of 
the  status  of  the  agency  or  State  Agency 
review  of  the  health  services  or 
proposals  subject  to  review,  findings 
made  in  the  course  of  such  review,  and 
other  appropriate  information  respecting 
such  review. 

Section  1532.(b)(10) — Access  by  the 
general  public  to  all  applications 
reviewed  by  the  agency.  State  Agency, 
and  Statewide  Health  Coordinating 
Council  and  to  all  other  written 
materials  essential  to  any  agency.  State 
Agency,  or  Statewide  Health 
Coordinating  Council  review. 

Section  1532.(b)(12) — The  following 
procedural  requirements  with  respect  to 
proceedings  under  a  certificate  of  need 
program: 

(A)  Hearings  under  a  certificate  of 
need  program  shall  be  held  before  a 
State  Agency  or  a  health  systems 
agency  to  which  the  State  Agency  has 
delegated  the  authority  to  hold  such  a 
hearing.  In  a  hearing  under  the  program, 
any  person  shall  have  the  right  to  be 
represented  by  counsel  and  to  present 
oral  or  written  arguments  and  evidence 
relevant  to  the  matter  which  is  the 
subject  of  the  hearing,  any  person 
directly  affected  by  the  matter  which  is 
the  subject  of  the  hearing  may  conduct 
reasonable  questioning  of  persons  who 
make  factual  allegations  relevant  to 
such  matter,  and  a  record  of  the  hearing 


shall  be  maintained.  The  requirements 
of  this  subparagraph  do  not  apply  to 
hearings  held  by  a  health  systems 
agency  in  the  performance  of  a  review 
under  section  1513(f).  This  provision 
applies  to  the  hearings  conducted  during 
the  course  of  review  that  are  required  by 
section  1532(b)(8).  If  the  health  systems 
agency  has  been  delegated  hearing 
responsibility  by  the  State,  only  one 
formal  hearing  is  required.  If  a  health 
systems  agency  has  not  been  delegated 
hearing  responsibility,  the  health 
systems  agency  may  also  hold  a  hearing 
which  may  be  either  formal  or  informal. 

See  Text  of  Notice  (Requirements  for 
Hearings)  for  further  discussion  of  this 
issue. 

Section  1532.(b)(12)(B) — Any  decision 
of  a  State  Agency  to  issue  or  to  not  issue 
a  certificate  of  need  or  to  withdraw  a 
certificate  of  need  shall  be  based  solely 
(i)  on  the  review  of  the  State  Agency 
conducted  in  accordance  with 
procedures  and  criteria  it  has  adopted 
in  accordance  with  this  section  and 
regulations  promulgated  under  this 
section,  and  (ii)  on  the  record 
established  in  administrative 
proceedings  held  with  respect  to  the 
application  for  such  certificate  or  the 
Agency's  proposal  to  withdraw  the 
certificate,  as  the  case  may  be.  Any 
decision  of  a  State  Agency  to  approve  or 
disapprove  an  application  for  an 
exemption  under  section  1527(b)  shall 
be  based  solely  on  the  record 
established  in  the  administrative 
proceedings  held  with  respect  to  the 
application. 

This  provision  requires  that  State 
Agencies  base  certificate  of  need 
decisions  on  the  information  developed 
pursuant  to  the  review  and  contained  in 
the  review  record  and  not  on  any  other 
factors.  This  provision  would  not  be 
satisfied  if  State  legislatures  enacted 
legislation  which  directs  a  State  Agency 
to  approve  specific  projects.  (Section 
1527(a)(5)(B)(i)  prohibits  legislatures 
from  themselves  issuing  certificates  of 
need.) 

Certificate  of  need  applications  which 
are  exempt  under  section  1527(b) 
(referred  to  above)  are  those 
applications  submitted  by  health 
maintenance  organizations  (HMDs), 
combinations  of  HMOs,  or  health  care 
facilities  controlled  or  leased  by  HMOs 
which  meet  the  exemption  requirements 
of  section  1527(b). 

Section  1532.(b)(12)(C)(i)— The  State 
Agency  shall  establish  the  period  within 
which  approval  or  disapproval  by  the 
State  Agency  of  applications  for 
certificates  of  need  and  for  exemptions 
under  section  1527(b)  shall  be  made.  If, 
after  a  review  has  begun  by  the  State 
Agency,  the  State  Agency  or  health 
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systems  agency  requires,  in  accordance 
with  section  1532(b)(3),  an  applicant  to 
submit  information  respecting  the 
subject  of  the  review,  the  period 
prescribed  pursuant  to  the  preceding 
sentence  shall,  at  the  request  of  the 
applicant,  be  extended  fifteen  days. 

Section  1532.(b)(12)(C)(ii)— ///Ae  State 
Agency  fails  to  approve  or  disapprove 
an  application  within  the  applicable 
period  under  clause  (i),  the  applicant 
may,  within  a  reasonable  period  of  time 
following  the  expiration  of  such  period, 
bring  an  action  in  an  appropriate  State 
court  to  require  the  State  Agency  to 
approve  or  disapprove  the  application. 

See  text  of  Notice  (Failure  to  Reach  a 
Decision  within  the  Required  Time). 

Section  1532.(b)(12)(D) — The  program 
shall  provide  that  each  decision  of  the 
State  Agency  to  issue,  nof  to  issue,  or  to 
withdraw  a  certificate  of  need  or  to 
approve  or  disapprove  an  application 
for  an  exemption  under  section  1527(b) 
shall,  upon  request  of  any  person 
directly  affected  by  such  decision,  be 
administratively  reviewed  under  an 
appeals  mechanism  consistent  with 
State  law  governing  the  practices  and 
procedures  of  administrative  agencies 
or,  if  there  is  no  such  State  law,  by  an 
entity  (other  than  the  State  Agency) 
designated  by  the  Governor. 

See  text  of  Notice  (Administrative 
Appeals  and  Judicial  Review). 

Section  1532.(b)(12)(E) — Any  person 
adversely  affected  by  a  final  decision  of 
a  State  Agency  with  respect  to  a 
certificate  of  need  or  an  application  for 
an  exemption  under  section  1527(b)  and 
a  health  systems  agency  if  the  decision 
respecting  the  certificate  of  need  is 
inconsistent  with  a  recommendation 
made  by  the  agency  to  the  State  Agency 
with  respect  to  the  certificate  of  need 
may,  within  a  reasonable  period  of  time 
after  such  decision  is  made  (and  any 
administrative  review  of  it  completed), 
obtain  judicial  review  of  it  in  an 
appropriate  State  court.  The  decision  of 
the  State  Agency  shall  be  affirmed  upon 
such  judicial  review  unless  it  is  found  to 
be  arbitrary  or  capricious  or  not  made 
in  compliance  with  applicable  law. 

See  text  of  Notice  (Administrative 
Appeals  and  Judicial  Review). 

Section  1532.(b)(12)(F) — There  shall 
be  no  ex  parte  contacts — 

(i)  In  the  case  of  an  application  for  a 
certificate  of  need,  between  the 
applicant  for  the  certificate  of  need,  any 
person  acting  on  behalf  of  the  applicant, 
or  any  person  opposed  to  the  issuance 
of  a  certificate  for  the  applicant  and  any 
person  in  the  State  Agency  who 
exercises  any  responsibility  respecting 
the  application  after  the  commencement 
of  a  hearing  on  the  applicant's 
application  and  before  a  decision  is 
made  with  respect  for  it;  and 


(ii)  In  the  case  of  a  proposed 
withdrawal  of  a  certificate  of  need, 
between  the  holder  of  the  certificate  of 
need,  any  person  acting  on  behalf  of  the 
holder,  or  any  person  in  favor  of  the 
withdrawal  and  any  person  in  the  State 
Agency  who  exercises  responsibility 
respecting  withdrawal  of  the  certificate 
after  commencement  of  a  hearing  on  the 
Agency’s  proposal  to  withdraw  the 
certificate  of  need  and  before  a  decision 
is  made  on  withdrawal. 

The  requirements  of  this  paragraph 
are  in  addition  to  the  requirements  of 
the  other  paragraphs  of  this  subsection 
and  may,  as  appropriate,  apply  to  other 
review  programs. 

This  section  requires  State  certificate 
of  need  programs  to  prohibit  ex  parte 
contacts  between  proponents  or 
opponents  of  the  issuance  or  withdrawal 
of  a  certiHcate,  and  any  person  in  the 
State  Agency  who  exercises 
responsibility  for  the  review,  from  the 
time  the  State's  hearing  is  held  until  a 
decision  is  reached. 

Section  1532.(b)(13)(A) — In  the  case  of 
reviews  by  health  systems  agencies 
under  section  1513(f)  and  by  State 
Agencies  under  paragraphs  (4)  and  (5) 
of  section  1523(a) — 

(i)  Provision  for  applications  to  be 
submitted  in  accordance  with  a 
timetable  established  by  the  reviewing 
agency, 

(ii)  Provision  for  such  reviews  to  be 
undertaken  in  a  timely  fashion,  and 

(Hi)  Provision  for  all  completed 
applications  pertaining  to  similar  types 
of  services,  facilities,  or  equipment 
affecting  the  same  health  service  area 
to  be  considered  in  relation  to  each 
other  (but  no  less  often  than  twice  a 
year). 

See  text  of  Notice  (Batching  of 
Applications). 

Section  1532.(c) — Criteria  required  by 
subsection  (a)  for  health  systems 
agency.  State  Agency,  and  Statewide 
Health  Coordinating  Council  review 
shall  include  consideration  of  at  least 
the  following: 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the 
applicable  HSP,  AIP,  and  State  health 
plan. 

Section  1532.(c)(6) — In  the  case  of 
health  services  proposed  to  be 
provided — 

(A)  The  availability  of  resources 
(including  health  manpower, 
management  personnel,  and  funds  for 
capital  and  operating  needs)  for  the 
provision  of  such  services, 

(B)  The  effect  of  the  means  proposed 
for  the  delivery  of  such  services  on  the 
clinical  needs  of  health  professional 
training  programs  in  the  area  in  which 
such  services  are  to  be  provided, 

(C)  If  such  services  are  to  be 
available  in  a  limited  number  of 


facilities,  the  extent  to  which  the  health 
professions  schools  in  the  area  will 
have  access  to  the  services  for  training 
purposes, 

(D)  The  availability  of  alternative 
uses  of  such  resources  for  the  provision 
of  other  health  services,  and 

(E)  The  extent  to  which  such  proposed 
services  will  be  accessible  to  all  the 
residents  of  the  area  to  be  served  by 
such  services. 

See  text  of  Notice  (Access). 

Section  1532.(c)(8)— The  special  needs 
and  circumstances  of  health 
maintenance  organizations. 

This  provision  requires  that  the 
special  needs  and  circumstances  of 
health  maintenance  organizations  be 
used  as  a  consideration  in  the 
development  of  review  criteria.  Since 
the  language  “for  which  assistance  may 
be  provided  under  Title  XIII”  has  been 
deleted,  this  special  consideration 
applies  to  all  health  maintenance 
organizations  as  defined  in  section 
1531(8). 

Section  1532.(c)(9) — In  the  case  of  a 
cqnstruction  project — 

(A)  The  costs  and  methods  of  the 
proposed  construction,  including  the 
costs  and  methods  of  energy  provision, 
and 

(B)  The  probable  impact  of  the 
construction  project  reviewed  on  the 
costs  of  providing  health  services  by  the 
person  proposing  such  construction 
project  and  on  the  costs  and  charges  to 
the  public  of  providing  health  services 
by  other  persons. 

Section  1532.(c)(ll) — In  accordance 
with  section  1502(b),  the  factors  which 
affect  the  effect  of  competition  on  the 
supply  of  the  health  services  being 
reviewed. 

Under  section  1502(b)  health  systems 
agencies  and  State  Agencies  are  to  take 
actions  to  allocate  the  supply  of  health 
services  for  which  competition  does  not 
or  will  not  appropriately  allocate  supply 
consistent  with  health  systems  plans 
and  State  health  plans. 

See  text  of  Notice  (Competition). 

Section  \532[c]{12}— Improvements  or 
innovations  in  the  financing  and 
delivery  of  health  services  which  foster 
competition,  in  accordance  with  section 
1502(b),  and  serve  to  promote  quality 
assurance  and  cost  effectiveness. 

Section  1532.(c)(13) — In  the  case  of 
health  services  or  facilities  proposed  to 
be  provided,  the  efficiency  and 
appropriateness  of  the  use  of  existing 
services  and  facilities  similar  to  those 
proposed. 

Section  1532.(c)(14) — In  the  cose  of 
existing  services  of  facilities,  the  quality 
of  care  provided  by  such  services  or 
facilities  in  the  past. 
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